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Serial No,: 10/600,132 
Ajnendmonts to the ClaiAus; 

This li«r..inq of claims wi.ll replace all prior versions, and listings, of 
claims In the application; 

Xti sting of^ Clalme: 

1. (currently amended) A method for the treatment of a human patient 
cu.^eeptibl« to or diagnosed with a disorder characterized by overexpression of 
FrbB2 receptor, comprising admi xiister i ng an effective amount of an anti-I5rbB2 
ant..lbody to the human pat.lent, the method comprising: 

administering to the patient an initial dose of lea^c approKimately 
5 mg/kg of the anti-ErbB2 antibody? and 

administering to the patient a plurality of subsequent doses of the 
antibody in an amount that is approximately the same or less than the initial 
doao j and 

further comprielnq admin isterincr an affective amouni: of a 
c^iBPOtheraPQutin Aoe^t to patient . 

2. {original] The method of claim 1, wherein the initial doss is at least 
approximately 6 mg/\g, 

3. (original) The method of claim 2, wherein the initial dose is at least 
approximately 8 mg/kg. 

4. (orujinal) The method of claim 3, wherein the initial dose is ah least 
opproximotely 12 mg/kg. 

5. (original) The method of claim 1, wherein the subsequent doses are 
separated from each other in time by at least one week. 

(original) The method of claim 1, wherein the subsequent doses are 
aepr-iraLed in time from each other by at least two weeks. 

7. {original) The method of claim 1, wherein the .subsequent doses axe 
separated in time from each other by at least three weeks. 

8. (original) The method of claim 1, wherein the initial dose is administered 
by iniravenous injection, a ad wherein at least one subsequent dose is 
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Serial No.: 10/600,152 
odm I riistered by subcutaneouis injection. 

9. (original) The method of claim 1, wherein the initial dose is administered 
by inut-avenous Injection, wherein at least two subsequent doses are 
administered, and wherein each subsequent dose is administered by a method 
selected from the group consisting essentially of intravenous injection and 
rsubyutaneou^ injection. 

H). (original) The method of claim 1, ivherein the initia] dose and at Icaast 
one Rubseauent dose arc administered by subcutaneous injection. 

11* (oriqinaJ} The method of claim 1, wherein the initial dose is selected 
from the group consisting essentially of approximately 6 mg/kg, 8 mg/kg, or 12 
mg/kg, wherein the plurality of subsequent doses are at least approximately 2 
mcj/kg, and wherein the subsequent doses are separated in time from each other 
by a I least one week. 



12. (original) The method of claim n, wherein the plurality of subsequent 
doses are separated in time from each other by at least two weeks. 

13. (original) The method Of claim 12, wherein the plurality Of subsequent 
doses are separated in time from each other by at least three weeks. 

lA. (original) The method of claim 13, wherein the initial dose is 
opproximately 8 mg/kg, and wherein at least one subsequent dose is 
approximately € mg/kg. 

15. (original) The method of claim 13, wherein the initial dose is 
approximately 12 mg/kg, and wherein at least one subsequent dose is 
/approximately 6 mg/kg. 

16. (original) The method of claim 11, wherein the initial dose is 
approximately 8 mg/kg, and wherein at least one subsequent dose is 
approximately 8 mg/kg. 

17. (original) The method of claim 11, wherein the Initial dose is 
approximately 8 mg/kg, wherein at least one subsequent dose is 8 mg/kg, and 
wherein administration of the initial dose and subsequent doses are separated 
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In time by at least, 2 weeks. 

18. (original) The method oC claim 17, wherein the initial doso and subsequent 
doses are separated in time by au least, 3 weeks. 

19. (original) The method of claim 1, wherein the initial dose is a plurality 
of doses, wherein each of the plurality of initial doses is at least 
approximately 1 mg/Jcg and is administered on at least 2 consecutive days, 
Wherein the at least one subsequent dose is at least approximately 2 mg/kg, 
.Vid Wherein admini si ration of the last initial dose and the first subsequent 
and additional subsequent doses ore separated in time by at least one week. 

20. (original) The methcxl of claim Id. wherein the initial dose is a plurality 
ot doses, wheroirx each of the plurality of initial doses is at least 
approximately 1 mg/kg and is administered on at least" 3 consecutive days, 
wherein the at least one subsequent dose is at least approximately 6 mg/Lg, 
and wher«1a administration of the last initial dose and the first subsequent 
and additional sub.<?equent doses are separated in time by at least 3 weeks. 

21. (original) The method of claim 1, wherein the initial dose Is a plurality 
of doses, wherein each of the plurality of initial doses is at least 
approximately 1 mg/kg and is administered at least twice per week for 3 weeks 
C.3 a first dosage cycle, wherol.n the dosage cycle is repeated, and wherein th« 
doses Of each cycle are separated in time by at least 1 day, and wherein the 
dosage cycles are separated in time by at least I week. 

y.Z. (original) The method of claim 1, wherein said disorder is a benign or 
jn^liqnarit t unto jr. 

2:i. (original) The meihod of claim 1, wherein said disorder is a cancer. 

24. (original) The method of claim 23, wherein said cancer is selected from 
The group consisting of breast cancer, leukemia, squamous cell cancer, small- 
ccl I lung cancer, non-small cell lung cancer, gastrointestinal cancer, 
pancreaLic cancer, qlioblastoma, cervical cancer, ovarian cancer, liver 
cnncer, bladder cancer, hepatoma, colon cancer, colorectal cancer, 
«ndomotrial carcinoma, salivary gland carcinoma, kidney cancer, liver cancer, 
prostate cancer, vulval cancer, thyroid cancer, hepatic carcinoma and various 
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tvpcss of head and neck cancer. 

25. (original) The methocJ of claim 24, wherein said cancer ii? breasL cancer. 

26. (original) The method of cla i.m 25, wherein said cancer is metastatic 
b teas t. car ci n oina . 

21. (original) The method of claim 1 wherein said antibody binds to the 
tsattracellular domain of the ErbB2 receptor. 

20. (original) The method of claim 27. whsrein s^id antibody binds to epitope 
405 within the i.;rbB2 extraoellular domain sequence. 

■^'i. (oricjinai) The method of claim 28, wherein said antibody is a humanized 
A05 antI-ErbR2 antibody. 

30. (cancell«d) 

31. (eurrencly amended) The method of claim 1 a©, wherein the chemotherapeutic 
agont is a Laxoid. 

32. (original) The method of claim 31, wherein said taxoid is paclitaxel. or 
docetfixel. 

33. (currently amended) The method of claim 1 30, wherein the effective amount 
Of the anti-ErbB2 antibody and the effective amount of th.^ Chemotherapeutic 
aqont as a combination is lower than the sum of the effective amounts of said 
anr.,-ErbB2 antibody and said chemotherapeutic agent, when adiaini sterPd 
individually, as single agents. 

34. (currently amended) The method of claim 1 9e, wherein the chemotherapeutic 
OOtsnt 19 an anthrcycllne derivative. 

35. (original) The method of claim 34, wherein the anthracycline derivative is 

doxorubicin or epirubicin. 

36. (original) The method of claim 34, wherein the method further comprises 



PAGE7/11'RCVDAT5l24/200611:04:42AM[EasternDayliglitriine]'SVR:USPTO-^^^^ * DURATION (nim-s$):02-58 



l1flY-S4-2006 10:08 FROM:DNfi^NEWLINE 540-825-5751 



TO:1571S738300 



P:8'^ 



Serial No.: 10/600,152 
adininistrrit i on of a cardioprotcctant . 

.17. (originriJJ The method of claim 1, wherein efficacy is measured by 
determining the time to disease progression or the response rate. 

3«-85, (cancelled) 

H6. (currently amended) A method for the treatment of cancer in a hiiman 
pal lent comprising admi aistering to the patient a first dosG of an anti-p.rbB2 
^rit.ibody followed by at least one subsequent dose of the antibody, wherein the 
firsL dose and subsequent dose are separated from each other in time by at 
lyast about two weeks, and fmrth er comnrigina admitiiRteriiitfi an effective 
fimount of a ch«motherap« TitxQ aoent to th^ pati^ti . 

97. (original) The method of claim 86, wherein the first dose and subsequent 
dose are separated from each other In time by at least about three weeics- 

«8. (original) The method of claim 86, wherein ihe first dose and subsequent 
done 3re each from about 2mq/kg to about 16mg/kg. 

89. (oricjinai) The method of claim 88, wherein the first dose and subsequent 
dose are each from about 4mg/kg to about 12mg/kg, 

<^0. (original) The method of c^laim 89, wherein the first dose and subsequent 
dose are eacn from about 6mg/kg to about 12mg/kg. 

91. (original) The method of claim 86, wherein two or more subsequent doses of 
Lhe antibody .:ire administered to the patient. 

92. (oriqinaJ) The method of claim 91, wherein from about two to about ten 
subsequent doses of the antibody are administered to the patient. 

(original) The method of claim 91, wherein the two or more subsequent 
doses are separated from each other la time by at least about two weeJcg. 

9/1. (original) The method of claim 93, wher«i o the two or more subsequent 
dojies are separated from each other in time by at least about three weeks. 
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(original > The method of. claim 93, wherein the two or «iore subsequent 
dones are each rrora about 2mg/kg to ©bout 16mg/kg. 

96. (original) The method of claim 91, wherein the two or more subsequent 
doses are each from about 4mg/kg to about 12mg/kg, 

97. (ori<3inal) The method of claim 9.1/ wherein the two or more subsequent 
doses ai-e each from about Smg/kg to about 12mg/Kg. 

^»fi* (cancelled) 

99. (currently amended) The method of claim 86 wherein the 
chcmo therapeutic agent is a taxoid. 

100. (cancelled) 

101. (c:urrentiy amended) A method for the treatment of cancer in a human 
patient, comprising administering an effective amount of an anti-ErbB2 
cintibody to the human patient j th© method comprising: 

<idministGri.ng to the patient an initial dose of at least approximately 5 mg/kg 
ot the *x»ti-EibB antibody; and administering to the patient a plurality of 
subsequent doses of the antibody in an amount that is approximately the same 
or less than the initial dose , and further compriaincr admirtisterina an 
fiffqctive amount of a ehemot JxerapQutie agent to the pat:xgnfc - 

102-105. (cancelled) 
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